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Maury Audet Li— " 

TsHORTBNED STATUTORY PERIOD EOR REPLY ,S SET TO EXPIRE J MONTH(S, FROM 
THE MAILING DAT^ OF THIS COMMUNI^ ,„^^„, , 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Responsive to communication(s) filed on l£Ju/li200^ 

. ciMAi 2b)IEl This action is non-final. 

2a)n Tliis action is FINAL. ^"'i^ ^^ttorc t^rnsecution as to tlie merits is 

Disposition of Claims 

/.^IVI riaimfs^ 1-54 is/ars pending in tlie application. 

4) E1 Claim(s) 154 is/a p y ^^^^ ^.^^^^^^^ ^^^^ consideration. 
4a) Of the above claim{s) ?/f,?fi--^9,47 44 anu — 

5) 0 Ciaim(s) is/are allowed. 

6) H Claim(s)l^m4ai446J3aod54 is/are rej^^^^^ 

70 Claim(s) is/are objected to. 

8)0 C.air.(s) are subject to restriction and/or election requirement. 

Application Papers 

,nTKesp.~^^^^^^^ 

10)0 The drawing(s) filed on is/are. a;u \ abeyance See 37 CFR 1 .85(a). 

110 The proposed drawing correction filed on is. a)U apP 

,f approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 « ,J S C § 119(aHd) or (f). 

13) D Acknowledgment is made of a Claim for foreign priority under 35 U.S.C. § 119(a) ( 

a)n All b)D Some* c)D None of: 

1 n certified copies of the priority documents have been received. 
Ce^fiedcoplesoftheprioritydocumentshavebeenr^^^^^^^^^^^^^^^ 

3 □ copies of the certified copies of the ^^j^^J'^^^'Ze^^^^^^^^ 
'•^ application from the International f J^f ^jf^JJi^^^f .^^^ ^it received. 
* see the attached detailed Office action for a list of the ^e^if-^^ ^ P ^^^.3.^,3, 3pp,i,3tion). 

14^5^ Acknowledgment is made of a claim for domestic pnority under 35 U.S.C. § 1 19(e) ( 

) D TttLlation of the foreign language pr—^^ 
15)D Acknowledgment is made of a claim for domestic pnonty under 35 U.S.C. 

Attachment(s) 
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DETAILED ACTION 
Change of Art Unit Designation 
, . Please note: Tl,e Art U„i. loeation of 4is application in the PTO has changed from Art 
Unit .648 to Art Umt 1654. To aid in matching papers in this application, all further 
eorrespondence regarding this application should be directed to Group Ar. Unit 1654. 

Preliminary Amendment 
2. Applicant's Prelin»inary Amendment, filed February 13. 2003, Paper No. 10, is 
acknowledged. 

Election/Restrictions 

3 Applicant's election, with traverse, of Group I, claims 1-33, 35, 40, 45. 46, 53, and 53 
and 54 as drawn to fte elected compound invention of claim 40 (bottom of specification page 
174), in Paper NO. 7 is acltnowledged. The traversal is on *e gr„und(s) that "claims 1-54 form 
pan of one and the same invention, with the commonality of two generic structures (Formula 1 
and Formula .I)" and that due to this commonality a search of al, stnrctures would not be an 
undue burden. Applicant further argues that "the same ar, search will most probably apply to all 
of the alleged separate inventions." This is no, found persuasive. First, Groups ,1 and 1.1 fall 
within differen, classes ,han Group re,uiring different searches, thus restriction of the various 

agrees, based on ,he differen, s,™c,ures of fte compounds in Group I. a differcm sea^h for each 
individual compound would have been required by the Omce to examine the prior art of the 
respective compounds/mventions. The areas of commonality would not have negated this 
requirement. Their different chemical, physical, and/or pharmacological properties, necessitate 
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separate structural and sequence searches and separate analysis for enablement and 
patentabilUity. Each compound is assumed to be a patentably distinct invention, in the absence 
of evidence to the contrary. Applicant has not provided any evidence that each compound ,s no, 
a patentably distinct invention a single. Thus, under MPEP §803(B), restriction ,s proper «hen 
there is a serious burden, thus warranting restrtCion of Groups I-II.. and fte compounds of 
Group I. 

However, applicant may file an express admission that the claimed inventions 
(subgroups) are obvious over each other within the meaning of 35 U.S.C. 103. wherein the 
restriction requirement as to the subgroups will be removed. See In re Lee, 199 USPQ 108 

(Comm'rPat. 1978). 

The requirement is stUl deemed proper and is therefore made FINAL. 

AS part of the response to this action, AppUcant is asked to specmcally cancel the non- 

elected claims. 

Domestic Priority under 35 U.S.C. § 119 (e) 

4. ,f applicant desires priority under 35 U.S.C. 1 19 (e) based upon a previously filed 
copending appUeation, specific reference to the earlier filed application must be made in the 
instant apphcatton. Thts should appear as the first sentence of the specification following the 

title, preferably as a separate paragraph. 

Information Disclosure Statement 
5. The Supplemental Information Disclosure Statement (IDS) filed July 18, 2002, Paper No. 
5 has been considered. An initialed copy of Form PTO-1449 in accordance with MPEP § 609 is 
attached. The file jacket listed that an IDS was also filed January 3, 2002. Paper No. 4. Tltere 
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was not a Form PTO-1449 found in the file, as to this filing. Applicant is asked to subn,it a 
supplemental eopy of this, and references if different than those in Paper No. 5, if necessary. 

Status of the Claims 

6. Claims 1-54 were originally filed in the present application. The claims were subject to 
restriction. Paper No. 6. Applicant elected, with traverse. Group I, claims 1-33, 35. 40, 45, 46, 
53, and 53 and 54, as drawn to the elected compound invention, compound #21 of claim 40 
(blttom of specification page 174). Claims 34, 36-39, 41-44, and 47-52 are withdrawn from 
consideration. Claims 1-33, 35, 40, 45, 46, 53, and 53 and 54, as drawn to the elected compound 
#21 of claim 40, are pending and examined on the merits. 

Disposition of Elected Compound 

7. The claimed invention, as elected in claims 1-33, 35, 40, 45, 46, 53, and 53 and 54, is 
drawn to the elected invention peptide compound #21/54 of claim 40 (bottom of specification 
page 1 74), and enantiomers, stereoisomers, rotomers, and tautomers of elected compound #21 of 
claim 40. This specific elected compound, peptide #21 of claim 40, has been determined to be 

free of the prior art, and is patentable. 

Rejections 

35 U.S.C.§ 112, 1st % Written Description 

8. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of^^^^^^o. -^^/J^^^^^^^^^ 

let forth the best mode contemplated by the inventor of carrymg out h.s mvent.on. 
Claims 1-33, 35, 40, 45, 46, 53, and 53 and 54 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described in the specification in such a 
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way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a "written description- 
rejection, rather than an enablement rejection under 35 U.S.C. 1 12, first paragraph. Applicant is 
directed to the Guidelines for the Examination of Patent Applications Under the 35 U.S.C. 1 12, 1 
1 "Written Description" Requirement, Federal Register, Vol. 66, No. 4, pages.1099-1 1 1 1, Friday 
January 5,2001. 

Vas-Cath Inc. V. Mahurka, 19 USPQ2d 1111, states that "applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in 
possession of the invention. The invention, for purposes of the "written description" inquiry, is 
whatever is now claimed" (see page 1117). 

As discussed supra, the claimed invention, as elected in claims 1-33, 35, 40, 45, 46, 53, 
and 53 and 54, is drawn to the elected invention peptide compound #21/54 of claim 40 (bottom 
of specification page m), and enantiomers, stereoisomers, rotomers, and tautomers of elected 
compound #21 of claim 40. The specification has not defined the structures associated with the 
broad genus of "enantiomers, stereoisomers, rotomers, and tautomers of elected compound #21 
of claim 40." Only the structure of elected compound #21 of claim 40, can be determined based 
on the specification. 

There is a single species of the claimed genus disclosed that is within the scope of the 
claimed genus, i.e. compound #21 of claim 40. The disclosure of a single disclosed species may 
provide an adequate written description of a genus when the species disclosed is representative 
of the genus. However, claim 1 encompasses numerous species that are not further described, 
r^amely enantiomers, stereoisomers, rotomers, and tautomers of elected compound #21 of claim 
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substantial variability among the species. 

one of sun in .he ar. would no. recognize from .he disclosure *a, .he applican. was ,n 
^ssess.on of *e genus of which includes .he e„an.iomers. s.ereoisomers, ro.cners. and 
_s of eleced compound m of Cain, 40. The specif,ca.ion does no. "clearly allow 

■r.^ fv,ct fhp nr shel invented what is claimed" (see 
persons of ordinary skill in the art to recogmze that [he or shej 

Ka5-Caf/? at page 1116). 

Apphcan. is reminded *a. V.s-Ca,, makes clear .ha. .he wrihen descrip.ion provision of 

35 U S C 1 12 is severable Irom i.s enablemen. provision (see page 1115). 

Amending*e claims .o be Umi.ed .o .he speciflcally eleced compound #21 of claim 40, 
would Ukely receive favorable considera.ion. Such an amendmen., in combinaiion wi* a 
.sponse fully addressing .he wri«en desc„p.ron issues would U.ely place .he case in cond,.,on 

for allowance. 

Relevant Prior Art 

, Tire prior ar, made of record and no. relied upon is considered perrinem .o applican.-s 
disclosure: Tung e. al. (U.S. Pa.en. No. 62653S0 B. Issued July 24. 2001. Con.i„ua.,on of 

,a..er ci.ed in Applican.. IDS. Paper No. 5). During .he search of eieCed compound #21 of 
elaim 40, pnor ar. was discovered .ha. .caches core Formula 1 of claim 1. and any of .he elec.ed 
calms, and .heir respectively disiinc. chemical sirucUrres. .ha. read upon core Formula 1. 
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Tu„g e. a,, teach compound, L-Leucinamide, N-acetyl-L-a-glutamyl-L-a-aspanyl-L- 
va,yl-L-valyl-N-[(lS)-,-e.hy,-2.3.dioxo-3-[(4-pyridinylmethyl)amino]prop,l)-(9CO;tRN 

20700,-88-5; in STN Files CA, CAPLUS, USPATFULL] (See References Cited): 

PAGE 
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HO 2C 




PAGE 1-B 




A residue-by-residue analysis of the above structure 
Formula I, claim 1. 



teaches each of the limitations of core 



Conclusion 



1 0 No claims are allowed. 

— r^r^;^rffed.L™^^^^^^^ 

If attempts to reach the examiner by fe^ phone numbers tor the 

supervisor, Brenda Brumback can be '-^'^^ 'S are 703-308-4242 for regular 
organization where this apphcatron o^ 

should be diSed to the receptionist whose telephone number >s 703-308-1235^ 
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